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1. INTRODUCTION 

The audit took place in .Australia from April 23 through June 5,2003. 

An opening meeting u-as held on April 23. 2003 in Canberra with the Central Competent 
Authority (CCA). At this meeting. the team leader confirmed the objective and scope of 
the audit. the auditor's itinerary. and requested additional information related to travel to 
establishments. laboratories and hotel accommodations for the auditor that was needed to 
complete the audit of Australian meat inspection. 

The auditor was accompanied during the entire audit by representatives from the CCA, 
(the Australian Quarantine and Inspection Service) andlor representatives from the 
regional and local inspection offices. 

2. OBJECTIVE OF THE AUDIT 

This audit w-as a routine annual audit with special emphasis on the audit of residue 
laboratories. The objective of the audit was to evaluate the performance of the CCA with 
respect to controls over the slaughter and processing establishments certified by the CCA 
as eligible to export meat products to the United States. 

In pursuit of the objective, the following sites were visited: the headquarters of CCA, five 
regional offices, six residue laboratories and one microbiology laboratory performing 
analytical tests on the United States-destined product; ten slaughter establishments, seven 
processing establishments and one cold storage facility. 

Competent Authority Visits I Comments 

Competent Authority 

I 

Meat Slaughter Establishments 1 10 

Regional 

Laboratories 

Central 

5 

7 

3. PROTOCOL 

1 

Meat Processing Establishments 

Cold Storage Facilities 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials to discuss oversight programs and practices, including enforcement activities. 
The second part involved visit to five regional, interviewing officials and verification of 
AQIS oversight programs. The third part involved on-site visits to eighteen 
establishments: ten slaughter establishments, seven processing establishments and one 
cold storage facility. The fourth part involved visits to six AQIS contract residue 
laboratories that perform analysis of official residue samples by one of the auditors. 
Additionally, one microbiological laboratory (Blackburn, Victoria) which conducts 
analyses of field samples for the presence of generic Escherichia coli (E. coli) and 

7 

1 



Salmonella was audited. Names and locations of all these laboratories are provided in 
Section 8 and also in the attached appendix). 

Program effectiveness determinations of Australia's inspection system focused on five 
areas of risk: (1) sanitation controls. including the implementation and operation of 
Sanitation Standard Operating Procedures. (2) animal disease controls, (3) 
slaughter/processing controls. including the implementation and operation of HACCP 
programs and a testing program for generic E. coli. (4) residue controls. and ( 5 )  
enforcement controls. including a testing program for Salmonella. Australian inspection 
system was assessed by evaluating these five risk areas. 

During all on-site establishment visits. the auditor evaluated the nature, extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection services are carried out by Australia and determined if establishment and 
inspection system controls were in place to ensure the production of meat products that 
are safe. unadulterated and properly labeled. 

At the opening meeting, the auditor explained that Australian meat inspection system 
would be audited against two standards: (1) FSIS regulatory requirements and (2) any 
equivalence determinations made for Australia. FSIS requirements include, among other 
things, daily inspection in all certified establishments, monthly supervisory visits to 
certified establishments. humane handling and slaughter of animals, ante-mortem 
inspection of animals and post-mortem inspection of carcasses and parts. the handling 
and disposal of inedible and condemned materials. sanitation of facilities and equipment, 
residue testing, species verification, and requirements for HACCP, SSOP, and testing for 
generic E. coli and Salmonella. 

Equivalence determinations are those that have been made by FSIS for Australia under 
provisions of Article 4.1 of the SanitaryIPhytosanitary Agreement. 

Australia has adopted the FSIS regulatory requirements for HACCP. Salmonella testing 
is the same with exception of the following equivalent measures: 

1. SAMPLE COLLECTOR: Establishments take samples. 

Australia has a clearly written sampling plan with instructions for sample 
collection and processing that will be universally followed. AQIS Meat 
Circular 96/46, "Implementation of Bacterial Testing Requirements of the 
U.S. Pathogen Reduction Program," provides detailed instructions to 
establishments and AQIS staff on procedures for sampling and testing for 
salmonella. 
Australia has a means of ensuring that establishments sample collection 
activities and laboratory performances are acceptable. Samples are taken 
under the oversight of government veterinarians. Laboratories that analyze 
samples are accredited. Test results are provided directly to AQIS by 
accredited laboratories. 
Australia uses the test results to monitor establishment performance over time. 
AQIS has developed an electronic database that allows an assessment against 



performance window-s and an assessment between establishments against 
national average for each species category. 
Australia takes immediate action any time an establishment fails to meet a 
Salmonella performance standard. AQIS initiates an investigation any time 
Salmonella is detected and a second sample is initiated. 

2.  LABORATORIES: Private laboratories analyze samples. 

Private laboratories are authorized by the government. Labs are accredited by 
the Australia's National Association of Testing Authorities (NATA). The 
NATA uses ISOIIEC Guide 58. Calibration and Testing Laboratory 
Accreditation Systems- General Requirements for Operation and 
Recognition" and ISOIIEC Guide 25. " General Requirements for the 
Competence of Calibration and Testing Laboratories , as accreditation 
standards. All NATA -accredited labs must participate in an AQISDJATA 
proficiency testing program operated in accordance with IS0  Guide 43," 
Development and Operation of Laboratory Proficiency Testing Programs." 
NATA operates under a Memorandum of Understanding with the Australian 
Government. The MOU recognizes NATA as the National authority for 
accreditation of laboratories conducting tests and measurements. Laboratories 
are subject to a through review by NATA before the accreditation is granted. 
NATA requires that accredited laboratories have properly trained personnel, 
suitable facilities and equipment. written quality assurance program, and 
reporting and record keeping facilities. 
Test results are provided directly to AQIS by the accredited laboratories. 

3. SALMOXELLA TESTING STRATEGY: Year round, continues. 

Australia requires year-round continuous Salmonella sampling in all U.S. 
export establishments. In large establishments, samples are taken daily until a 
violation is found. If a violation is found. a "USDA" sample set is scheduled 
to be taken. In small establishments, samples are taken weekly until a 
violation is found. If a violation is found. the establishment is placed on daily 
sampling and a "USDA" sample set is scheduled. Australia follows FSIS' 
enforcement procedures in both large and small establishments. 
Australia requires year-round continuous salmonella sampling of all products 
for which there is a U.S. performance standard. 
Australia's testing program has statistical criteria for evaluating the test 
results. 

* The percentage of Salmonella positives over time must meet the FSIS 
performance standard. 

4. ENFORCEMENT STRATEGY. 

Establishments collect Salmonella samples continuously, year-round. 
Samples are collected daily in large establishments, at least weekly in small 
establishments. 



AQIS inv estigates ex ery Salmonella positive test result and requires corrective 
action uhere a cause can be identified. After a single positive test result. 
AQIS requires the establishment to commence a second daily sampling 
mindoh. Continued unsatisfactory performance. i.e.. a third failure. results in 
more severe AQIS actions including. but not limited to, suspension of 
establishment operations and re-validation of its HACCP Plans. 
Australia has been given permission to slaughter equines in one facility where 
ratites are slaughtered. under conditions outlined in letter from FSI S. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations, in particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), which include the 
Pathogen ReductionIHACCP regulations. 

The Poultry Products Inspection Action (21 U.S.C. 45 1 et seq.) and the Poultry 
Products Inspection Regulations (9 CFR Part 381). 

5. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
ww~~.fsis.usda. got-/OPPDE/FAR/inde?i.htm 

During the FSIS audit conduct in August 2001. 14 establishments were audited and 
serious deficiencies were found in two establishments, which were designated as 
marginalhe-review because of the non-existence of SSOP and deficient implementation 
of HACCP programs. 

In FebruaryIMarch of 2002, 13 establishments were audited. Ten establishments had an 
incomplete HACCP program of which five did not complete the hazard analysis and five 
others had no pre-shipment review. Six establishments did not designate employee or 
location for collecting E, coli samples. Corrective actions taken in response to deviations 
were incomplete in two establishments, flow diagrams were incomplete in two 
establishments, and there was no CCP for zero tolerance of fecal contamination in one 
establishment. 

6. MAINFINDINGS 

6.1 Government Oversight 

With the exception noted below-, all inspection veterinarians and inspectors in 
establishments certified by Australia to export meat products to the U.S. are full-time 
AQIS employees. receiving no remuneration from either industry or establishment 
personnel. 



A practitioner veterinarian on contract m-ith AQIS to provide official inspection duties 
in an establishment on King Island. Victoria is also on contract with cattle owners of 
the island to provide veterinarian services to cattle sold to the same establishment. 

6.1.1 CCA Control Systems 

FSIS regulations require that foreign countries seeking eligible to export meat to the 
United States or to maintain their current eligibility be organized and administered by the 
national government. More specifically. there must be sufficient organizational structure 
and staffing to ensure uniform enforcement of the requisite laws and regulations in all 
establishments producing product for export to the United States. Second. the national 
government must have ultimate control and supervision over the official activities of all 
employees and licensees. Third, the national government must ensure the assignment of 
competent. qualified inspectors. Fourth, national inspection officials must have the 
authority and responsibility to enforce the laws and regulations governing meat 
inspection. Finally, the country must have adequate administrative and technical support 
to operate its inspection program. 

Australia's meat program is headed by a Manager for Food Services Group and is divided 
in to three sections: a) Regional Business Managers1 Assistant Regional Managers 
Export; b) Manager Meat Program and; c) Manager Verification Unit. Two Senior Area 
Technical Managers and five Regional Area Technical Managers (ATMs), located at 
Queensland, New South Wales, South Australia, Western Australia and 
VictoridTasmania. report to the Manager Meat. Each ATM is responsible for in-plant 
activities of on-plant veterinary officers (Inspectors-in-charge). senior meat inspectors 
and meat inspectors. Monthly supervisory visits are provided by one of the ATMs. Plant 
level instructions are supervised by either Senior Meat Inspector or by the On-Plant 
Veterinarian. Verification Units consisting of four members perform audits of 
establishments based on the performance over a period of time that is determined through 
a system based on the establishment's history. Reports are generated and sent directly to 
the Manager Food Services Group. 

6.1.2 Ultimate Control and Supervision 

Manager Food Service Group in AQIS has the legal authority to supervise the activities 
of the, SATMs. ATMs and in-plant inspection personnel. AQIS Export Food Inspection 
Operations Group disseminates information through SATMs and ATMs to the On-plant 
veterinarian (OPV). OPVs are responsible for ensuring that establishment officials 
comply with all legislative and FSIS requirements. Roles and relationships between 
SATMs and ATMs, however, are not clearly defined. 

6.1.3 Assignment of Competent, Qualified Inspectors 

Full-time. permanent CCA veterinarians possessing a Veterinary Science degree or 
equivalent from accepted tertiary educational institutions who are eligible for registration 
in Australian StateITerritory are considered qualified to apply for the inspection service. 
After being hired. they work as a trainee for 3-6 months. Each trainee undergoes one 
week of induction training in public senice and AQIS orientation. Professional 
development programs are provided to experienced staff. 



Private practitioners. called Contract Veterinarians. are hired on a part-time basis. These 
contractors may o w  a Veterinary Clinic but many are former (retired) AQIS employees. 
After being hired, contract veterinarians are required to spend time with various OPVs to 
make them familiar with AQIS requirements. on an as needed basis. The contract 
contains a clause requiring disclosure of conflicts of interest. Hornever. what constitutes 
a conflict-of-interest is not fully defined. In that regard. see Section 6.1 above 
concerning a conflict of interest. 

Full-time. permanent CCA meat inspectors perform inspection duties under the 
supervision of a veterinarian. Meat Inspectors must have a certificate I11 of competency 
in meat inspection or higher qualification from a recognized educational institution. After 
being hired, meat inspectors undergo on-the-job training with a senior inspector on the 
line before being allowed to perform independent duties. 

6.1.4 Authority and Responsibility to Enforce the Laws 

AQIS has the authority and responsibility to enforce the applicable laws relevant to U.S. 
certified establishments. AQIS not only has the authority to approve establishments for 
export to the United States, but also has the responsibility for withdrawing such approval 
when establishments do not have adequate and/or effective controls in place to prevent, 
detect, and eliminate product contamination/adulteration. Establishments intending to 
export to the United States send requests for registration to the ATM, which has the 
responsibility to inspect the establishment and perform a pre-approval audit. Once a 
satisfactory audit is achieved, the ATM grants approval for U.S. listing on behalf of the 
Secretary of Commonwealth of Australia and communicates his approval to the AQIS 
Export Food Inspection Operation Group and Export Documentation Manager (EXDOC) 
located at the AQIS headquarters. The establishment is then listed for export to the U.S. 

AQIS' National Plant Management System (NPMS) is responsible for monitoring, 
verification, and reporting. It also records and tracks establishment deficiencies and 
timely corrective actions. NPMS is also used for collecting, recording and storing 
information on all operational activities of establishments, including monitoring of 
corrective actions and verification processes. The newly formed Verification Unit 
performs "systems audits" of establishments based on their performance over a period of 
time that is determined through the system based on the establishments' history. 

6.1.5 Adequate Administrative and Technical Support 

The CCA has adequate administrative personnel and technical resources to support 
appropriate third party audits and to follow up on reports prepared by the verification unit 
and other internally prepared reports. 

6.2 Headquarters Audit 

The auditor conducted interviews at Headquarters and at the Regional Offices with the 
AQIS officials relating to government oversight activities supervised from these levels. 
No concerns arose as a result of these interviews. 



6.3.1 Audit of Regional and Local Inspection Sites 

During visits to the following Regional Offices. interviews were conducted with SATM. 
ATM and Business Managers at these offices: Brisbane. Melbourne. Adelaide. Perth and 
Sydney. 

Discussion focused on the roles played by the SATM and ATMs, OPV and inspectors in 
carrying out oversight of the U.S.-certified plants, recruiting, training and the 
documentation of controls. No major concerns arose as result of these discussions except 
that the relationship between the two SATMs and the ATMs is not well defined. It was 
not clear if the SATM was the immediate supervisor of the ATMs or if the ATMs were 
reporting directly to AQIS headquarters. 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of 18 establishments. Ten were slaughter establishments, 
seven processing establishments and one was a cold storage facility. One establishment 
that was selected for review was replaced due to being delisted by AQIS one week prior 
to audit for potential commingling of U.S.-designated product with product from non- 
U.S. approved establishments. One establishment received an NOID. This establishment 
may retain its certification for export to the United States provided all deficiencies noted 
by the auditor during his review are corrected within 30 days of the date the 
establishment was reviewed and the corrections were verified by AQIS. 

SpeciJic deficiencies are noted in the attached individual establishment reviewforms . 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis was placed on the application of procedures and 
standards that are being used to analyze meat products destined for the United States. 

An in-depth review of six residue laboratories was done by an FSIS chemist. This review 
focused on sample handling, sampling frequency, timely analysis data reporting. 
analytical methodologies. tissue matrices. equipment operation and printouts, detection 
levels, recovery frequency, percent recoveries. intra-laboratory check samples, and 
quality assurance programs, including standards books and corrective actions. 

A review of one microbiology laboratory focused on analyst qualifications, sample 
receipt, timely analysis, analytical methodologies, analytical controls, recording and 
reporting of results, and check samples. If private laboratories are used to test U.S. 
samples, the auditor evaluates compliance with the criteria established for the use of 
private laboratories under the FSIS Pathogen ReductionIHACCP requirements. 

The Silliker Microtech Laboratory in Blackburn. Victoria was reviewed. The following 
deficiencies were noted: 

Check samples &-ere verifjing the proficiency of the system and not the laboratory 
analysts. 



One laboratory did not have sequentially numbered morking standards book. 
Four laboratories did not have corresponding names and signatures on file. 
One laboratory had a discrepancy in the m-ritten method and method being used for 
performing analysis which may or may not impact the results. 
Microbiology laboratory was assigning internal laboratory numbers at receipt of 
sample but original forms were being given to analyst. thereby defeating the purpose 
of concealing identity of samples for the analyst. 

The auditor also visited a farm to verify proper control, storage and application of 
prescribed drugs for the treatment of animals. All drugs were properly secured and used. 
The owner and veterinarian each maintained a log of all drugs administered at the farm. 
The government veterinarian verifies proper drug use on a regular basis. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditor focuses on five areas of risk to assess Australia's meat 
inspection system. The first of these risk areas that the FSIS auditor reviewed was 
Sanitation Controls. 

Based on the on-site audits of establishments. as noted below, Australia's inspection 
system did not seem to have full controls in place for SSOP programs, all aspects of 
facility and equipment sanitation, the prevention of actual or potential instances of 
product cross-contamination, good personal hygiene practices, and good product 
handling and storage practices. 

Australia's inspection system did have controls in place for water potability records. 
chlorination procedures. back-siphonage prevention, separation of operations, 
temperature control, work space, ventilation, ante-mortem facilities, welfare facilities, 
and outside premises. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria employed in the United States domestic 
inspection program. The SSOP in the 18 establishments were found to meet the basic 
FSIS regulatory requirements. with no deficiencies. However, the following deficiencies 
were noted in the SSOP implementation. 

Six establishments had deficiencies in implementation of SSOP. 

Five establishments had deviations in implementation of SSOP 
One establishment was not evaluating the effectiveness of SSOP 

9.2 Sanitation 

Five establishments had deficiencies relating to general sanitation. 

Two establishments had deficiencies in grounds and pest control. 



Two establishments had deficiencies relating to uater supply. 
In two establishments. the water temperature in sterilizers was belou 82'C. 
One establishment had deficiencies in the area of construction and maintenance. 

10. AXIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. humane 
handling and humane slaughter, control over condemned and restricted product, and 
procedures for sanitary handling of returned and reconditioned product. The auditor 
determined that Australia's inspection system had adequate controls in place. No 
deficiencies were noted. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

1 1 .  SLAUGHTERIPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviews is Slaughter/Processing 
Controls. The controls include the following areas: ante-mortem inspection procedures; 
ante-mortem disposition; post-mortem inspection procedures; post-mortem disposition; 
ingredients identification; control of restricted ingredients; formulations; processing 
schedules; equipment and records; and processing controls of cured, dried, and cooked 
products. 

The controls also include the implementation of HACCP systems in all establishments 
and implementation of a generic E. coli testing program in slaughter establishments. 

1 1.1 Humane Handling and Slaughter 

No deficiencies were noted. 

1 1.2 HACCP Implementation 

All establishments approved to export meat products to the United States are required to 
have developed and adequately implemented a HACCP program. Each of these 
programs was evaluated according to the criteria employed in the United States' domestic 
inspection program. 

The HACCP programs were reviewed during the on-site audits of the seventeen 
slaughter/processing establishments. Sixteen establishments had adequately implemented 
basic HACCP requirements. Six establishments had deficiencies in HACCP 
implementation. 

The following deficiencies were noted in this area: 

Four establishments had deviations in HACCP implementation requirements. 



Four establishments had deficiencies in verification and validation of HACCP 
plans and pre-shipment reviews. 
T u o  establishments had deviations in the monitoring of HACCP plans. 

1 1.3 Testing for Generic E, coli 

Australia has adopted the FSIS regulator? requirements for generic E. coli testing. 

Ten of the 17 establishments audited were required to meet the basic FSIS regulatory 
requirements for generic E. coli testing and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in all certified slaughter 
establishments. No concerns arose as result of the audit. 

1 1.4 Testing for Listeria monocytogenes 

In accordance with U.S. requirements, the applicable certified establishments were 
required to reassess their HACCP plans to include Listeria monocytogenes as a hazard 
reasonably likely to occur had done so. No problems were noted in this area. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis, data reporting, 
tissue matrices for analysis, equipment operation and printouts, minimum detection 
levels, recovery frequency, percent recoveries, and corrective actions. 

The names of the laboratories have been noted previously in Section 8. The following 
deficiencies were noted: 

FSIS laboratory testing methods were not being used for antibiotics, 
sulfonamides, ractopamines, flunixin, CHC, COP and clenbuterol. 
AQIS needs to improve its control of contract laboratories to assure that they are 
using FSIS methods. 
Details of other concerns have been already noted in Section 8 above. 

Australia's National Residue Testing Plan for 2003 was being followed and was on 
schedule. 

13. EXFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditor reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Salmonella. The following deficiencies were noted: 

Problems were noted m-ith inspection controls in 10 establishments relating to 
enforcement of FSIS' HACCP: SSOP. and performance standards. 



In one establishment. condemned product was not being denatured properly. 
In one establishment. there mas a conflict of interest situation with the 
veterinarian-in-charge. 
At the cold storage facility, one loaded truck ready to leave the premises appeared 
to be unsecured. There was potential for a food security problem. 

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily in all slaughter and processing establishments. 

13.2 Testing for Salmonella 

Australia has adopted the FSIS requirements for testing for Salmonella with the exception 
of the equivalent measure(s) noted previously in Section 3. 

Ten of the 17 establishments audited were required to meet the basic FSIS regulatory 
requirements for Salmonella testing and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for Salmonella was properly conducted in 10 of the 17 establishments. 

13.3 Species Verification 

Species verification was being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit it was found that in all establishments visited, monthly supervisory 
reviews of certified establishments were being performed and documented as required. 

13.5 Inspection System Controls 

The CCA had controls in place for ante-mortem and post-mortem inspection procedures 
and dispositions; restricted product and inspection samples; disposition of dead, dying. 
diseased or disabled animals; shipment security, including shipment between 
establishments; and prevention of commingling of product intended for export to the 
United States with product intended for the domestic market. 

In addition, controls were in place for the importation of only eligible livestock from 
other countries, i.e., only from eligible third countries and certified establishments within 
those countries, and the importation of only eligible meat products from other counties 
for further processing. 

Lastly, adequate controls were found to be in place for security items, shipment security, 
and products entering the establishments from outside sources. 



A closing meeting was held on June 5. 2003 in Canberra with the CCA. At this meeting, 
the primary findings and conclusions from the audit were presented by the auditor. 

The CCA understood and accepted the findings. 

Dr. M. Ghias Mughal 
Chief. International Audit Staff 



15. ATTACHMEETS TO THE AUDIT REPORT 

Individual Foreign Laboratorj, Audit Forms 
Individual Foreign Establishment Audit Forms 
Foreign Country Response to Draft Final Audit Report 
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C I T Y  & C O U N T R Y  A D D R E S S  O F  L A B O R A T O R Y  

Y-eerongbilly 

N A M E  O F  REV IEWER 

Rita Kishore 
N A M E  OF FOREIGN OFF IC IAL  

I 

RES IDUE I I T E M  NO C O M M E N T S  

FSIS method not used. 

Check of system rather than analyst The QC manager also responsible for running methods. 

The signatures were missing on repeat sample sheets slnce March 2003. 

The plate ID numbers and control numbers nere not enetered in old books dating 2002. The numbers were 
I 

entered m the later books. 
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lN~EI, '<k: lOl lAL P F O 3 R A h l S  3-29-2003 
FOREIGN COUNTRY LABORATORY REVIEW 

F O R E l i N  GOV 'T  AGENCY CITY & COUNTRY 

Australia 

N A M E  OF FOREIGN LABORATORY 

Chemical Residue Labs 

ADDRESS OF LABORATORY 

- ~ 

N A M E  OF REVIEWER 

Rita Kishore 
N A M E  OF FOREIGN O F F l C l A l  

Residue CodeIName 
-- - b 

Acceptable Me thod  

!~ i 

Sample Handling I 1  I 

Correct Tissueis) 

Sampling Frequency 
W 

, 0 
T ~ m e l y  Analyses ' 03 1 A 

Equipment Operation 

REVIEW I T E M S  I T E M  /i 1 
1 I 

I ns t rument  Pr in touts  

I I i I 

, 
C o m p o s ~ t ~ n g  Procedure I I 

W 
Interpret Comp Data  0 

1 
I 

1 
Da ta  Reportmg 06 

I 1 

I 

Mrnlmum Detectron Levels I ! 
Recovery Frequency I 

Percent Recovery I 

I 
411 analyst  w lCheck Samples ! 

Cor rec t~ve A c t ~ o n s  
1 

n t e rna t~ona l  Check Samples I 
I 

1 I 
i 

I 

' 19 ' g (  I 

E 5 
I 

0 re I -I 

O E  l 

I I 
SIGNATURE OF R E V I E W E R  , DATE 



REVIEW DATE N A M E  OF FOREIGN LABORATORY 
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  R E V I E W  I 

(Comment Sheet) 
1 1-29-2003 Chemical Residue Labs 

~ I 

FOREIGN GOV 'T  AGENCY CITY & COUNTRY ADDRESS OF LABORATORY 
Australla 

N A M E  OF REVIEWER 

Rita Kishore 
N A M E  OF FOREIGN OFFICIAL 

RESIDUE I T E M  NO. C O M M E N T S  

Not FSIS method. 

The recovery for tetracycline and oxgletracycline was low but the violation check sample was chlortetracycline 

so the results were reported. 

Check samples are a check of the system. 

The penicillin standard died before the expiration date. The lab was investigating. 

The file with corresponding names and signatures was not available. 



L s C E ~ A R - V E N T  O F  A Z ~ I Z U L T L R :  REVIEW DATE 1 N A M E  OF FOREIGN LABORATORY 
F C C C  SAFE? 41:: ! i S 2 E Z ~ , 2 ' J  S E ? . Z E  1 

' I ' E R U A T  Ot~4."P2S%f,'S 

FOREIGN COUNTRY LABORATORY REVIEW 

FOREIGN GOV'T AGENCY 
Australia 

5- 1-2003 
I  

CITY & COUNTRY 
Asqu~lth 

Xmdel Limited 

I 

I ADDRESS OF LABORATORY 
I 5 Kelray Place 

I 

N A M E  OF REVIEWER N A M E  OF FOREIGN OFFICIAL 

Rita Kishore I 

1 Sample Handling 

13: 1 , I Samp l~ng  Frequency 1 
1 

I 1  
I 
I I 

T ~ m e l y  Analyses 03 ; 4 
I  
I -- 0 ---- 

t- 

C o m p o s ~ t ~ n g  Procedure 04 , 0 I I 
P i ]  I 
W 

Interpret Comp Data  05 I 1 0 1  l 1  
I 

I 

Da ta  Reportmg 06 1 A 

1 Acceptable Me thod  
1 * - 
a ' Correct T ~ r s u e i s i  

I 
1 

2 3 
I- 0 

08 , z  A 
G--f-- 5 :  t- 

5 2 i Equipment Opera t~on a 1 09 31 A 
a n  4 a I 

Instrument Prmtouts  10 2~ A 

I 

1 

1 I 

I I I 

3 
U Correc t~ve A c t ~ o n s  

----- -- 

Internat ional  Check Samples 1 1 7  1 I i 1 :  I 



I REVIEW D A T E  N A M E  OF FOREIGN L A B O R A T O R Y  
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  REVIEW 

(Comment Sheet) 

FOREIGN G O V ' T  A G E N C Y  
Australia 

N A M E  OF REV IEWER 

Rita Kishore 

5-1-2003 1 Arndel Limited 

C I T Y  & C O U N T R Y  
Asquilth 

A D D R E S S  OF L A B O R A T O R Y  
5 Kelray Place 

N A M E  OF  FOREIGN OFF IC IAL  

R E S I D U E  I T E M  NO. C O M M E N T S  

The check sample is a check of the system not the analyst. 

Check samples made by the analyst that does HPLC- conflict of interest, 

Name and signature corresponding file not available (present), not kept. 



FOREIGN GOV 'T  AGENCY 
Australia 

L s DEPART~'E' IT 0' LCi lCL. 'URE REI'IEVI. DATE N A M E  OF FOREIGN LABORATORY 
FOC3 S A F t T I  i ' J G  hSPE:-IC'I S E R L C E  

CITY & COUNTRY 
Pynlble 

lI,~EfiIl;TlCi.4L Pf i :>f iAMS 5-2-3003 
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  R E V I E W  and 5-5-2003 

I 

ADDRESS OF LABORATORY 
1 Saukin Road 

AG.4L - S J  dne) Lab 

N A M E  OF REVIEWER 

Rita Kishore 
1 N A M E  OF FOREIGN OFFICIAL 

Residue CodeiName 
I 

REVIEW ITEMS I ITEM f i i I 

I I 
Sample Handlmg 01  1 .4 I I I 
Sampling Frequency 

Timely Analyses 

Compositing Procedure 1 0 4  15 
I  11 1 

i a I 
I 

Interpret Comp Data  I 
Data Reporting 

Acceptable Method 1 o7 
I ' 0 

0 
Correct T~ssue is)  1 0 8  

I / 0 
I- 

I ! M ~ n ~ m u m  De tec t~on  Levels l 1 I u  ; I ! 
I I 

I I 
Recovery Frequency 1 2  , A I 1 ! 

1 I I 

I  
I 

0 

Percent Recovery 1 3  l o  A 1 1 I 

!; I ~ 
14 1-0 I I  Check Sample Frequency 

A !  I k I 
I 

411 analyst wlCheck Samples 15 u i  1 

:orrect~ve Ac t~ons  I 16 
?-------- 

I I 
I 

I I 

S I G N A T U R E  OF REVIEWER, : DATE 

-- . -  . - ---  . ,- , - " ,  Desp%a 01 ;arr'~:,: Soft>..sre 



REVIEW D A T E  I N A M E  OF FOREIGN L A B O R A T O R Y  
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  R E V I E W  

(Comment Sheer) 

FOREIGN G O V ' T  A G E N C Y  
Australia 

5-2-2003 AG.4L - Sydne!, Lab 
and 5-5-3003 

CITY  & COUNTRY 
, Plmble 

! A D D R E S S  OF L A B O R A T O R Y  
1 Saukin Road 

N A M E  OF REV IEWER N A M E  OF FOREIGN OFF IC IAL  

Rita Kishore 

RESIOUE I T E M  N O  , 
I 

C O M M E N T S  

7 FSIS method used for pesticides but not for B-agonists and MSAID's. Also, same method (Henion's) is used 

for DES. 

I Urine is used for tactopamine, not liver as used by FSIS 

11 a. Since urine is analyzed for tactopamine, I am not sure if the limit of detection corresponds to the tolerance in 

liver. Australia should provide the data. (U.S. tolerance in hogs - liver 0.15 ppm and 0.05 ppm in meat.) 

I b. For flunixin methdo, there is no approved hydrolysis step. Australia should provide the ratio of percent 

bound to the percent unbound flunixin to ensure that the percent unbound meets U.S. tolerance requirements. 

(0.125 ppm cattle liver and 0.025 meat.) 

15 The check sample is a check of the system, not the analyst. 

1 19 ' The cheat sheet (summary sheet) for B-agonists method did not match the written method 

20 The working standard book was not sequentially numbered. 

FSIS F O R W  0570.4 i c i l c i ~ ; ~  Page 4 



. s DE~AFTI.'EII- SF A S P  :J-TURE REVIEW CATE NAME OF FOREIGN LABORATORY 
F C 3 D  SAzET) & Y E  I % S D E C T 3 h  S E q b I Z E  

II,TERI,ATIO*.A. w o i m  , 5-7-2003 IGA1.L - F'er~h 
FOREIGN COUNTRY LABORATORY REVIEW 

FOREIGN GOV'T AGENCY 
Australia 

1 CITY & COUNTRY 
I P>mble 

ADDRESS OF LABORATORY 
3 C l i ~  e Road 

I Cotteslos WA 601 1 

NAME O F  REVIEWER NAME OF FOREIGN OFF IC IAL  

Rita Kishore 

Res~due CodelName b 
ITEM # 1 

Sample Handlrng 

Samplmg Frequency 
w 

0 
T ~ m e l y  Analyses 0 3  

I 1 0 
L 

Composit ing Procedure 

Interpret Comp Data  

1 Data Report ing i 06 1 
I I I 

Acceptable Me thod  I 
I 

I 

Equ~pment  Opera t~on 
a 

I 1 
I ns t rument  P r ~ n t o u t s  1 0  I ?  A 1 

I I M ~ n ~ r n u m  D e t e c t ~ o n  Levels I I 
I 

Recovery Frequency 1 2  A 
I 

Percent Recovery 

Check Sample Frequency 

I 1 5  3 A ~ 1 I 1 
All analyst  w lCheck Samples I 

1 6  j , 2  I 
Cor rec t~ve Act ions 

! ~ 
I 1  

I I I I I 

1 Internat ional  Check Samples 1 7 1  1 / 1 1 I / I l l /  

I I I I I I I 

SIGNATURE OF REVIEWER 1 DATE 



1 REVIEW DATE I N A M E  OF FOREIGN LABORATORY 
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  R E V I E W  

(Comment Sheet) 5-7-3003 AGXL - Perth I 
FOREIGN GOV 'T  AGENCY CITY & COUNTRY ADDRESS OF LABORATORY 
Australia I Pymble 3 C11re Road 

Cotteslos IV.4 60 1 1 

N A M E  OF REVIEWER N A M E  OF FOREIGN OFFICIAL 

Rita Kishore I 

RESIDUE I T E M  N O  C O M M E N T S  

19 Logbook with signatures and corresponding names is not maintained. ~ 
I 



L S CED.I?TI'EII- OF A G R  CJ.-LRE R E V l E K  D A T E  N A M E  OF FOREIGN L A B O R A T O R Y  
KC30 M E T '  A',! I f .SDE2T 0 t 5  S E R s l Z E  

I 
1tlTESF.tTl5:4, P R C C C S F I S  5-7-2003 .r\G.r\L - Perth 

FOREIGN COUNTRY LABORATORY REVIEW I 
C I T Y  & C O U N T R Y  

1 Pyrnble 
A D D R E S S  OF L A B O R A T O R Y  
3 Clive Road 
Corteslos L+'A 601 1 

FOREIGN G O V ' T  A G E N C Y  
.Australia 

N A M E  OF REV IEWER N A M E  OF FOREIGN OFFICIAL 

Rlta Klshore 
I 

Res~due CodelName 
-- 

b 
REVIEW ITEMS- 

Sample Handlmg 

Timely Analyses 
I 

03 
I 12 

Composit ing Procedure 

Interpret Comp Data  

Data  Report ing 

Acceptable Me thod  

Ins t rument  Pr intouts 

Min imum Detect ion Levels 

Recovery Frequency 1 u 

Check Sample Frequency 

All analyst  w lCheck Samples 

Correctwe Act ions 

I  / Internat ional  Check Samples 



N A M E  OF FOREIGN LABORATORY 
F O R E I G N  C O U N T R Y  L A B O R A T O R Y  R E V I E W  

(Comment Sheet) 
I 5-7-9003 AGAL - Perth 

I 

FOREIGN GOV 'T  AGENCY CITY & COUNTRY ADDRESS OF LABORATORY 
.Australia Pjrnble 3 C l i ~  e Road 

Cotresloi I V 4  601 1 

N A M E  OF REVIEWER 

Rita Kishore 
N A M E  OF FOREIGN OFFICIAL 

RESIDUE I T E M  NO. C O M M E N T S  
I 

19 Logbook with signatures and corresponding names is not maintained 

I 
I 
I 

I 
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15 agga 11 agza 5 t , L ' ; E > F  h-~:-,= s ; - - S e z A  1 -  
Yev Sourh i i - z l e s  

I Dr LI Gh:as Mugha1 IT3,, S - E k - z -  I 2 3 Z d t 4 3 \ -  A- Z I T  - - 
Place an X In the Auai t  Results b lock  t o  i nd~ca te  n o n c o m p i l a n c e  \ii.!th reqwrements Use 0 i f  n o t  app l~cab le .  
Part A - Sanrtatlon Standard Operatmg Procedures (SSOP) A,. Part D -  Cont~nued 1 L M I ~  

B a s r  Requirements Economic Sampling RES~IIS 

E ?eco-as x n ~ r n e n : i l ~  ~ m ? ~ e ~ r , t a : ~ o - ,  

3 S g i e c  an: s z e c  553' 51-S~E a: o v e n l  adh3-1:y I 

I 
I 

Part B - Haiard Analysis and Critical Control 43 -1gv 

Point (HACCP) Systems - Basic Requirements I 
d l  LP-t l  2tInr 

34  S ~ e c e s  T e s m g  I 

35 R e s l d ~ e  0 

I 

. - . . - . - 
'4  3eve133e3 a i a  inolene1:eo a w:l:tm i A C C P  ?lap I I 

15 Cortents o' the YACCP 1st the :md safety haza:ds, I 42 ?!~-1s:ng and  S w a g e  
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,~ 
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45 W a t ~  SLID?:)' 1 6  2eca:ds zocuren:,np 1 ~ 3 b m e i : a : l o ~  a-0 mnlto:11_3 of toe I 
i + A X "  olan 

Part E -Other Requirements 
Ongoing Requirements 

13  l n p ~ e m e ~ t a : i o n  of S S 3 2 s ,  insluanc ~ o l ; t o - l i g  o'mp~eme-3at1an 
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'2 C c r ~ c t ' v e  a c t o r  when :he SS03s  %we 'aled tc  ?.even: dlrec! 
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1 7   he d A C C D  p a r  1s sgneo ano zated b) the r e s p o ~ s ~ 3 1 e  1 

37 l n p r t  
I 

38 Es:ab'sbment f.:omds 2nd ? s t  Conrrol I x 

esta31 s h ~ e o '  i d l v a ~ a l  
I A 5  ECUI~TPI~ and U t e i s  s 

Hazard Analysis and Cr~trcal Control Pomt 
(HACCP) Syderns -Ongoing Requirements 46 Sa i~ te r ) .  C ~ r a + ~ c i s  I 

16  h l o r 1 3 - 1 r ~  c f  W C C F  ~ l a n  I I 

20 Corect lve ac:lan v1rl:to. In i A C S P  alaq I 
21 E e s s e s s e a  aaecuacy 3' t i e  b : K C C  man 1 Part F - Inspectbn Requirements 

22 Recorm o x u n e r , t l n g  the wr, t ter  d 4 C C ?  olar, rinn~to:~il; o i  the 43 S o v e r i ~ n t  3:a"l-g 
c r . t ca>  sonrrol ?ir,:s ~ 3 e s  a?< tmes  d s p e / f i t  evert occuirerces 1 I 

I 

Part C - Economic i Wholesomeness 50 Cidi ! r s x c t  31 Cot erage 
I -.. iz - a w l  i c  - %3~13' STansarcis 

I 
Par! D - S a x p l ~ n g  

Generrc E. coh Testing 54  i - t e  V o r e r  n s z c - ~ o n  I O 

27. V\ r l t te i  3 ioseai l ies 
I - -  
I 0 

33 %s: h's-%T nsps :13r  

2 8  S a r ~ l e  Cseot131 ins; : .ss 
0 

0 
Part G - Other Regulatory Oversight Requirements 

2: Zecoms : O 
--  - -+ 
iu z ~ r o ~ a ~  C~-i-; ' l :~ 5rect1\ves Salmonella krforrnance Standards - Basic Requirements 
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I -- 
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t S. O x  of enti '  d m s ~  had gaps arnmd the doar frame a d  a moL7 a-2s ob ien - t i  flj-icg inside i5e pcezs ing  roan.  
Inspection officials took inmediare axion to Id ;he morh and t e r n p x q  and pcmaqent ca;reai~-e measlire to close the 
door we;e ordered. 

5 1 -4QIS Inspectors dd not understand all of the FSIS Smtanon requlrenlents 



Sanitation Standard Operabng Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements 

Place an X I n  the A u d i t  Results b l ock  t o  l n a l c a t e  noncorrp l~ance w i r h  requirements Use 0 i f  n o t  a p p l i c a b l e  
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I 

Part D -  Continued 4 n -  

Economic Sampl~ng F;SU ts 

- - 
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I I I 

13  -1gilt 

Point (HACCP) Systems- Basic Requirements 
41 Ven'1lat131 I 
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1 6  Records m c u ~ e i t ~ ? g  ~m?brneTa:~or a13 m n l t o r ~ n g  o' the 
& A X ?  zlan. 1 
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Hazard Analysis and Critical Control Point 
i 

(HACCP) Systems - Ongoing Requirements is San::ay 3 x r a t c n s  I 
1 8  Mm1t3rlng of 5SChZ plan I X 47 E-slcvee Hv31ene 

20 Corec t~ve act,on ivrl:ter ~r hACC3 plar. I 
I 

21 %esssessec a3eql;scy of the I K C F  321 Part F - lnspectbn Requirements 
I 

22 Records a 3 s u m e l t 1 r ; ~  h e  v/:lt:en h A C C ?  m n  ;mn.:o-l& 9' :?e I 4s  . ; w e r ~ m ~ :  Sta:flng 
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1 

Part C - Economic I Wolesorneness 
I 50 Ca~ lv  I i s p z c t l n  Coirerage I 

23 _ a k ?  no - 3 0 0 ~ 3 '  Star3ar3s 1 I 

Generic E. coli Testing 3 

-- 

28 S a ~ p ~ e  S3lec:3i l&-sl i  ~ I S  1 2  
1 1 7  

Part G - Other Regulatory Oversight Requ~rements 
23 Pezo7cs 

Salmonella FWformance Standards - Basic Requirements - 





I 

Part B - Hazard Analysis and C~it icalControl  43 - g r  

Point (HACCP) Systems - Basic Requiranents 
41 d p r t  a'ln7 

Foreign Establishment Audit Checklist 
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Q~sens land  6 i \ rL( 5 3' ~ ' ~ 3 ~ _ ^ 3 - q  z -.,I - T Z A d 3  - 

I 
- - 

I Dr. M. Glias Mughal ~1 J,-s - & I  :E r,C'T I I 9 '3c~t . :s ,~ 4- 2'-  

Place an X in the Audit  Results b lock to indicate noncompliance w i t h  requirements. Use 0 if no t  applicable. 

- . -. - 
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Part A -Sanitation Standard Operating Procedures (SSOP) 
Basic Requirements :ESU:!S 
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I 
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Part D - Continued ~ A I :  

Economic Sampling :.SU,!S 
I 
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0 

34 Spesks Testng o 

35 b s s d ~ e  n 

es:a>is?ment i n o ~ v a ~ a l  45 Eai~pmen: and ~ I tens l ls  I 

Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements I 

46. Sai.:ary 3;x;at;om 
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0 
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Sanitation Standard Operating Prmedures (SSOP) 
Part E -Other Requirements 

Ongoing Requirements 
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23 La rwnz  - RDOJC! Standarcs 
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Dr. :,I Gkas l~iuzha! 
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10 I n p e n e n t a t o n  of 5 5 3 7 s  1n:u3n~ non~ to rng  of 1noIernentat13r. 1 35 Exmrt 

- 
_ridelade Dr If Gluas hlughzl 1 1  3 ~ ~ ~ 3 1 -  4 ~ 2  - 

- 1 

Place a n  X I n  t h e  A u d i t  Resul ts  b l o c k  t o  ind icare n c n c o m p l r a n c e  w ~ t h  r e q u r r e m e n t s  U s e  0 if n o t  appl icable.  

1: Ma i t e l anceand  eva !~a t i o r  o' t i e  e:fecbveness of S 3 P s  

Part A - Sanrtat~on Standard Operatrng Procedures (SSOP) I kc- 

Basc Requrrernents I 'isb 

7 i l r t  e r  S S 3 =  I 
E Pec3.3~ d c c ~ ~ e - t  "S ~ p l e ~ r ' z i  31 I 

C Slgneci and oaeo SS3F  q w-s~:e o7 o i e a  2 ~ ? 3 r t \  I 

13 3ally resoms docurnen: lrerr 1C 1' a rd  :i a b v e  ! 39 Es:aS~!shneit ~o is : r~c to?J%sn 'e?e?ce 1. 
I 

Part B - Hazard Analysis and Critical Control 4c Light I 
Point (HACCP) Systems - Basic Requirements 

d l  'v'er:!~a:~c~ 
14  Deve lo~ed  an3 r;olemented a w r~ t rm  ciACC'pla~ i 

I 
15 Cortents of ther iACCP ilst the f a d  safety hazards I 12 ?Iurbin_c and S e # a ~ e  

a i t c d  contro pants critical Ilrnts j o c e d u e s  mrrechve actors ! I 

13 W~!F Saa31 \ 1 
I 

16 Records docu-ner:tlng rnoe-?en:a:~o- ancl m n l t o r i n ~  of t w  I I 
I-iACCP oian 

Part D - Contrnued i d  t 

Econom~c Sampling I z ~ ~ 1 7 s  
n- 

-2 S c k c l ~ l e c  Sa-se I 

34 Soeces -esLlng I 

15 ZesldJe 0 

LL 3 'ess l n~  ZmmsILevatoiles I 
i i  The Y 4CC? plar 1s s p e d  a i d  c d e l  3q the res?oisibe I 

es!abi!shrner;. ~ndivdual. I 45 E a ~ l p ~ e n !  an3 iltenslis 

Hazard Analysis and Critical Control Point 
I 

(HACCP) Systems -Ongoing Requirements 
I 

45 S~i?lta?j Ore.ar~o-s 
I 

i 6  NoWor~ng 0: 'IACCD pian 
47 Ern3 l~vee Yvo~ene I 

Sanrtatron Standard Operatrng Procedures (SSOP) Part E -Other Requirements 
Ongoing Requ~rements 

- , ,  , d  

!S Verlflcat13r and vaicaton of h 4 C  
45 C g r u e ~ n e d  Produs: Ccntrol I 

20 Conect~ve act13n w r i t t n  n -ikCCP slan ' X  

21 i iemsessed adecruacy o: tne ",l=CD plan I Part F - Inspection Requirements 

-- 
LA Recor* oocu- iei tns the wrltten H4CC' plan, ro11ror14 o: the 4C Sovernrrei i  S:afflng 

c-it!:aI co i bc l  p ~ r , t s  cnes and trnes d s p a f i c  evert 3ccuvremes 1 I 

Pa,l D - Sampling 
1 1  

1 1  
Generic E. coif Testing 54 4r .e M s n e ~ ,  l ?s~c : ! cn  

! 
I 0  
I 

25 Sar l oe  Ce 'ec :13~ A-alb 5 s 0 
Part G - Other Regulatory Oves~ght  Requirements 

2-3 F l e c 3 r ~  
0 

Salmonella Performance Standards - Basic Requirements 



51 AQIC inspectors ilid ;lot understmd al l  of the FSIS K K C P  requvements 



Foreign Establishment Audi t  Checklist  

17 
- 

I 2 i  '\I Gm.< ' i l ~ g i a l  
I 1 I 3'\ 'I-E iL;I- 222J'JZ,- A J Z  T - - 

Place an X I n  t he  A u d i t  Results b lock t o  rnd~cate  noncompl~ance v~,rth req urrernents Use 0 ~f n o t  applcable.  

I 
S a n i t a t i o n  Standard O p e r a t i n g  P r o c e d u r e s  (SSOP)  

Part E -Other Requirements 
Ongoing Requirements i 

I r 
1G Irnpemenrat3r of 5 3 F s  incuring monl:3,ing 3'ix?lementa:1or 1 36 Export I 

. , 
I , Mal i tenaicE anc evaua:;3r- 3' the effecbveness of S 3 ? s  ! 37 m p t  i 

Pa r t  A - S a n ~ t a t ~ o n  S t a n d a r d  O p e r a t i n g  Procedures (SSOP)  4-3 ' 
Basc R e q u i r e m e n t s  I z s . 7 ~  

I 
12 Corres:lve action when :+e SSOzs have 'aiscl :c p-event d~rect I I 

snduct c o r t a m l a r i r  o7 aclute-atlor. I 38 Es:aS1,snme~! C-!om-s an< Pest Cclntrol 
I 

Part D -  Contnued I &LC+ 

Econom~c Sarnpl~ng I ?sul.5 

A * 
,J Caiiy r m x ! s  oxumen:  Irem 12, :I and ' 2 a n v e  I 

1 13 Es:awsnner: ",3?struction'Ma1nienanse 
I I 

Part B - H a z a r d  Analysis and Critical Control 43.  at I 
Point (HACCP) Systems- Basic Requirements I 

I 41 Ventlatlon 
'14 3eveloped and Impemented a v;-l:ten HACCP plan I 

I 
I 

; 5 Conents of the i A C C "  iis: tqe fmo  safety bzarcls, 
I 

I 42 ?lunbing a?d Sewage I 
crltisa' C O S ~ T  m n t s ,  cr!:isa: I - r ts ,  Tozedyes, csrrecbve a ~ ! o n s  

: E 9esoros d3curne~i!?; 1m3kmenr2tor an2 mn~!cr ins 3f tne i 3  Water Suop'y I 
d ACCP olan I 

es:a3lls9nen: ind'vduai 45 E O U I D ~ E ~ :  and i i tens ls  
1 

Hazard A n a l y s i s  a n d  Critical Control Point I 

( H A C C P )  S y s t e m s  - O n g o i n g  Requirements 46 Sa-:~tai. 3p?:atsns I 

i 8 Monlsm; of I A C C ?  pla?, I 

I 23 Conectwe zzt13n wrl:;e; In -ACC> par,  

21 Fiessesseo adeqsa-y a' the , K C P  ?ar, I Part F - Inspection Requirements 
- 

22 3escraj  c o c m m t l n g  h e  wr~tten KACCF plan, mn l t o :~p  3: :ne 49 Governw-;t S;afflng 
c~i:i:a'coiro p!n!s, dzes a i d  tmes d s p ~ i f l c  evert oc -u r re~es  I 

Pa r t  C -Economic I Wholesomeness 50 Ca~iy !7sxc t10n Coverage I 

51 Enforsemen: I X 

25 Ge ie ra  L s ~ e l i r g  

26 Fir, P o d  S:ar32r!x/Bone~~ss (3e fec ! s :AOJ?~~  Sk~rsfiilo!sture) 1 

52  -lur?ane %znS!~ng I 

53 i n : - a  :oent!flca:!on I 
Par! D - S a m p l i n g  

Generic E. coli Testing 51 Ante t:'o?m, 1nstz::;on X' 

-- 
,/ A1rltten 3r3-e3sres 

I 55 Cast M o n w  nspo r l 2n  1 
I 



54 Fresh nater :'adit! n as not prorided m the suspect pen 



I 

Sanitatron Standard Operatrng Procedures (SSOP) 
I Part E -Other Requirements 

Ongoing Requirements 1 
13 lmplener,'at1o-o'SS3=s incluilng - iml:o- ig of in?ernei:aton X 36 E x p r t  I 
, , Na,ireiance aqc e\ a l u a b r  0' t i e  eifecbvenes5 of S O P  s I 37 l n w r t  

I I 
:2 Coiwct~ve astion wClen :he S S W s  have 'aied to ?.eveit d7ect 

pnauc: aortamineticr or acute-at101 1 33 Es1ablishrner;t G 3 m 3 s  a n ~  Pest Con:rol 

13 Daily r ~ o : d s  d x u - i e ~ :  ' t e ~  73,  1; and 12 a b v e  
I 

Part B - Hazard Analysis and CnticalControl I 
40 Ligit 

Point (HACCP) Systems - Basic Requirements 

i 4  Developed 213 ~rno lenente l  a written HACCFplar 

15 Conenrs 3' the d 4 C C F  11s: the fm? safety huaros, 
cri:~ca csntro m n t s ,  c r ~ t ~ c a  limts p x e d u e s  n r i e c x e  zCtois I 

15 riesoros doc2men:ing 1npbrnen:at31 and nwnitor~ng of t w  I 

HACCF zlan I 

! ,- - 
, I  I he H 4 C C p ~ l a n  s sgneci and dzed 3y tne resvons~ble 

establ~snrnen' i idvaua l  65 Ecu~one i t  and U:ens~!s 1 
Hazard Analysis and Critical Control Point 

46 Sz-ltay Oxra:io?s 

5 B M onmima of HACC3 plan ! 
47 EnolWee 'ivo~e-ia I 

I 
2' Corezt~ue azto-, wrl:tcm In HAC2P p;ar, 

I 
2: r i e ~ s e s s e d  acieqaasy o' the H K C D  p;a,r I Part F - lnspectbn Requirements 

22 Recorw ooourneimg the writrer HACCF ?Ian, r m i : : m ~  of tile 

I 

Part C - Economic I Wholesomeness - 50 >ally I n s p c t ~ w  :overage 
25 L a k l l i g  - R a o u ~ t  S:amaros 

I 

I 57 Enf3rceme?l 
24 LakJing - id& Vvelgl:s 

1 X 
I 
I 

25 Ge?era ~ m e l : n g  
52 Yurrane l an r i i i i g  

I I 
26 Fin "rod 3ar3arcs/3oieIess (Deiexs/432%-tc S~: is iMosture)  ! 1 

Part D - Samplrng 
- 

Generrc E. col i  Testrng 54 A?'= h '3 r tw  Inszec'loi 

Salmonella Rrforrnance Standards - Basic Requirements 1 



38 Bulk carton store room had cob neb dust on the box matenal and had gaps m the door and all alloning dust and \ emxn 
enm 

46 Sel era1 sterlllzers m use. at the hme of the nsl t  n ere helov, 82degree C Slaughter operahon mas suspended bl  AQJS unnl 
requlred temperature n as ache1 ed 

18 Inedible'condenmed product mas not bemg denatured as requlred 

5 1 -4QIS Inspectors &d not understand all of the FSIS SSOP and X4CCP reqwemcnts 

58 Smce plant 1s not on the FSIS hst at the moment ~t u ill not be on the Isst untd all defic~enaes are corrected 



Sanitation Standard Operating Procedures (SSOP) 
Ongoing Requirements 

I 

Part E -Other Requirements 

I 1 
11 Me~ntenanee an5 evaluaton 3: :be effesbveness o: S 3 = s  1 1 3 7  I.TW$ 1 

I 
1 2  Co:rective ac to r  when the SS3Ps have faied to prevent dreci  1 38 Estab!!s~rneni G-omds and D ~ :  Contro' I 

~DCIJC!  ~ 3 ~ a ~ 1 . i a t m  or aoukeratlon 

: 3  Da'iy records document 1;em 1G 11 sncl 1:abve I 33 Esia~~shrnen:  Corstruct1on'k6ailtenance I 
Part B - Hazard Analysis and Critical Control ag L~I: 

I 
~ 

Point (HACCP) Systems- Basic Requirments 
4: Vent~,a:!sn 1 

:4 Clevelo~ed a i ?  ~rnslemeiteo 2 wri:tel L.ACCF pian 

15 Co-tents of tbe i A C C P  11s: the fmd safe!) hua ids  12 Plunbn; anc Sewage 1 
s i t ica co-t-01 x n t s ,  crltlcal 11mts ~ o c e d u e s  z~irecbve aCilo?s I 

I 
15. Recows sccumen:~ng ~mpenen:ation and ~wnltorina of the 43 Vitater Sup3!y 

IACCP slan 
I 

I 
44 Diess!ng Ro3ms/Lavar3:1es 

1 7  T?e HACC? pan  IS  sgzed and cded  by tne respo?s:b,e I 
es:ab!ls?nent ~nd~vcua l  45 Equ~prnen: an$ U:ensls 

Hazard Analysis and Critical Contrd Point I 

(HACCP) Systems -Ongoing Requirements 46 San1:ary 07:a:lons 

; 6 M,on~to:~iz of h4CCF ?,an 1 
47 Ercalsvee Hv31e-e 

1 9  'v'er~'isaton anc va ida t l o~  o: HA 
48 Conoemied P roo~c t  Conirol I 

2C Corectlveactlon vir,ttm ~ r ,  -,ACCC plan 1 
1 

1:. 9emsessec aceqmsy of the h K C P  p a n  Part F - Inspection Requirements 
I 

22 F?ecor& ox~ l rne-~ t lng  fie wr1:ter HACC? pl2n m311to:l~ o: the 1 49 33verni-ent S:a:f~ns 1 
critical c o n t o  p l n t s  cges arc: tmes d spexfic eve-t occu-rerces 

1 

Part C -Economic I Wholesomeness 50 Sally rnspec:icr "oi,eraae I 
23  , a ~ i i n ~  - % d ~ c t  Sta13a:os 

24 Lading - Net Weichts 

2 5  Gelera  LaSel l?~ 
I 

51 Eniorcernei: ! x 
52. H>?;aw Ha;?cil:~g 

I 

I 
26 =in ?;ad S a n S s ~ s i ~ o n e l e s s  ( k f e c : s i k 3 ~ ~ ? w ~  Stans,Odo~sture) 53 A n m a  Icle::if~ca:~on 

Pad D -Sampl ing  
Generic E. coli Testing 5 1  4nte M ~ K ~ T  IPSZS:~~ I  I 

2 7  i'i8r:t:er Srocedres I 55 ?cs: ~ o q w r  lhspsr !o-  
I 



5 1 AQIS Inspectors &d not understmd all of the FSE SSOP requiements 



I 
Sanitation Sandard Operating Procedures (SSOP) I 

Part E - Other Requirements 
Ongoing Requirements I 

I 
4 n 
ti Corwctlve actlo? wnen tne SS35s have faied tc prevent 3 rest I 

produc: cota-n~nat icr  or ad~ te i a t13n  39 Esta~l'shmen: Crc l rcs  a i d  ?€st Contr3l 

40 -1g1' 

Point (HACCP) Systems- Basic Requirements 
41 Vpn'~I?-~nn , 

14  Deveioped a13 inp'enen:ed a wrl:tm HACCPoan I 
I 

15  Cortents o: tne h 4 C C P  11s: !he fmd safe:y hazards 42 31grrb11g a15 Sehage 
m t c d  contc '  p m t s  c r i t ~ca  i n t i  wscedues mrrecbve ad~ons 1 - I 

15 Recsrds 3xurnentii;g mpkrnen:a:or an3 m3nl:arlng 3: the I 43 Vila:e; Smply 

LACCP 3Ian I 
I 

d4 Dress~ is  Rmrs!Lavato-~es 
17 The SACCP plan 1s s g ~ e d  and oatec by tne respmsible 

I 
establ~shment ~nd~vcua !  1 I 45 Eog,pme~: a x  U r e m s  
Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 46 S211iay Oce-a:;sns 1 X 

18 Monlior;.;~ of YkCCP pa?  r 
1 47 E-~layee i y g ~ e n e  

I 
19 VeriflcaticP -.KC vaiaar13n of KkCC? p:ar I X 4 3 C o i 3 e n i e a  P:cmc: C31tro/ I 

I 
20 Corectlve a c t o r  w:l:ta, In hACCP plan I 

21. Reassessed ade;Bq 3: the H K C P  pie? Part F - Inspectian Requirements 

22  2ecoia; oacunmtlnc h e  wr~tten i 4 C C P  a~an mnlror ln;  af :ne I 

L 
Part C -Economic I Wholesomeness 53 Dally inscectim Coue.age I 

23 LaSellng - o o ~ c t  Stsn3a:os 
5 ;  5n:srcemen: 

2 4  Labeing - b 3  bb'eiglts 
I x 

I 
52 ? > x a x  t,an:'Ing 

I 
25 Senera iabei i rg 1 

28  Sempe Coleat101:4r;alvs!s I 
-- Part G - Other Regulatory Oversight Req 

2s ;?ecor,s I 

Salmonella Rrformance Standards - Basic Requirements 
I 

I 

32 L o r ~ r :  ,,e Actic?s 57 :,'3l:ki, ?31ev ,  



18 kfonltomg of Ternpzrature at the CCP n zs not bemg done per K4CCP Plan Plan called for conmuous momtorag of 
tempEratures Horn eT er, Conmuous Temperature Recordmg Device i? as not furicrlonal Temperatures ii ere bang recorded 
dunng the &J at corn emence of the staff 

! 9. 1-enfiation of KriCCP plan was madequate 

33 Tl'ater pressure through out the plant was yen IOU and water chlonna~on equrpment nas not properl~ funcnomg 

46 One stenhzers m use. at the Qme of the ~ i s i t  13 as belon 82degree C Slaughter operation u as suspended b~ -4'IQIS until 
requved temperature n as ache1 ed 

5 1 AQIS Inspectors d d  not understand all of the FSIS SSOP and HACCP requirements 

58 Plant nas issued an NOID notice by AQIS officials 



Foreign Estabi ishment  Audit Checklist 

d - 
Place an X In the A u d l t  Results block  t o  ~ n d l c a t e  noncompliance w l t h  requ~rements Use 0 ~f n o t  appkab le .  
Part A - Sanltatlon Standard Operatmg Procedures (SSOP) is - Part D -  Contrnued *a : 

I riesul's Bask Requirements Econornlc Sampling 1 3es"'s 

T f ~ r l t t e i  SS3P  33 S c i e w e d  3 3 ~ ~ 1 e  I n 

9 S n e c :  and d z e d  SS3=, oy m-slte or overall a ~ t i o i l t y  1 1 35 Res~cue 

Sanrtat~on Standard Operat~ng Procedures (SSOP) 
Part E -Other Requirements 

Ongo~ng Requirements 

11 Malitenance and evalua:~cr of the effect~veness of S3;s I I S; I m p r t  
I 

;? Ss;rec!ive ac:loq wher the SS3Ps have 'aied to wevel: drect 
p n c l ! ~ !  c o t a l ~ n a t i m  or awuteratlon I 38 Estabi:s?men; Sroinds s i c  PEST Conrro! 

22 Kecor* docun-entlng h e  w r l t t e~  bACC?  plan, m n ~ t o - : T  or :ne 1 13 Governrent S:aff!ng 
c r ~ t ~ c a l  c o ~ h o l  z!n:s caes  an3 trnes of s x c i f ~ c  even ozwrre-ces I 

13  Dally r c3 -ds  mcument 112r 1 G  :I and 1:abve 
I 

I 39 EstaSl!s?-nen: Eo?s:ruct~an'Ma~nte?a~ce 
1 I 

Part B - Hazard Analysisand Criticalcontrol 43 L I ~ Y  ~ 
Point (HACCP) Systerns- Basic Requirgnents 

4' Venti.a:lon 1 
1 4  Deve3ped a?? ~ n ~ l e m e ~ t e d  a wr l t tm i A C C ?  pan  I 

I 
75 Coeents of the LiACCD Itst tne f m d  safety hzzarcls, I 42 P lu rnS~n~  and Sew2ge I 

c7i~lza' conroi  p ~ s ,  cr~ti=I i n t s  crozec,xes, mrrecbve accns  I 

1 6  8ecards documelting ,mok?mentat~or, and mntorln; of the I 
t i  ACCP pla? 

: 7 T3e HACC? $at- 1s s ~ w d  a?d oated by :he resporsibe 
estabisbnent n w d u a !  I 

P& D - Samp!ing 
Generic E. coli Testing I 

43 Water Supply I 
LC, Sressing Rmrsl-avator ies I 

45 Eaulpen!  and L'te-sl!s I 

I 

Part C - Econornic I Wholesomeness 
I 

50 Dally I k s p c t ~ a i  Cove:age i 

28 Sam? e Colect131 Aialr s s I 
I 

Part G - Other Regulatory Oversight Requ~rements 
2-0 Fezarcs 

I 

Salmonella krforrnance Standards - Baslc Requ~rernents I 
55 EL C C E ~ I  ^ ,o rmu-  t i  Cre371. es 0 

I 

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements ~5 San,:ary O ~ ~ a t i o n s  I 

I@ Monlrorlng of h4CCP o a l  
I L7 E m p ! ~ y e e  P y p ~  - 

12 ~ ' e r ~ f ~ c a t o ~  and v s i m t ~ c n  a'H4CCP plan ( 48 Conciennec Product Coltrol  I 

23 _ a S e l n ~  - 3od3c: S:arcaros I 

24 -2Sellng - Ne: Weg9ts I 
I 

25 General Labell?; I 

2 E  Fln ?rod S a n c a r 3 ~ / 3 3 n e s s  (Defec:s!OL'?wk SKnsh1olstu:e) 

5: Enfcrcernent i X 

I 52 Hunsne  rlandlma 
i 

53 Amma' ~aen:lficat~on 



10. Yo opera;ionai iimita~m:-cr,Scacrsn frqxn:y was sz-afiei in the s m i x i m  ?:arm. 
19. IXACCP progxrn did n x  ha-? x-en'cati~n 2s a part of :hc p r o p m .  

51 .4QIS Inspectors cLtd not undzrstand all of ihe FSIS SSOP and FL4CCP reqn-ements 

59 %s plant nas not on the FSIS appro1 ed list at hme of the   sit but 1s mterested to be on the FSIS hst after October n hen 
.!lustraha is expected 'Lo be all013 ed ratne's export under FSIS requrements It siaughiers equrnes n% o days per eek 30 
Other specm is slaughtered on these daj s and AQIS has a mntten procedure and safepards m place to keep meats from 
Meren t  speaes segregated dunng debomng and packasns 



J 
Sanitat~on Standard Operat~ng Procledures (SSOP) 

Part E - Other Requ~rements 
Ongomg Requirements 

10 trn?lenen's:t~i of SSFs ~-iluclny' mo'lltc-try' O' l rp le~e- ;2 t101 I 36 E ~ p d  I 

:3  3aily m o r 3 s  aocunent ltem 73, 'f: and 12 amve I 39 Estz~ l lsnrne~;  Const ruc t~on ' t4ant rna l~e  I 
I 

40 Light 
I 

Point (HACCP) Sysfems- Basic Requirements I 

I 
4: Veni l lat~oi  

1 4  Developec: a13 ~ r n ~ ~ e r n e r ~ i e d  a wrrttm rlACC?plarl I 
I 

15 Conents of the r A C C ?  list tne fcod safety hva ios  I 42 31u-511s 213 Sewage I 
m t ~ e d  c3nir3' ~ n t s ,  crtlsal i i ~ t s  ~ o z e d u e s ,  mircnve azions 

16 iiecords oocl?r;eitl ig ~-noenenta ior  and mnl to r l rg  of the I i? Rate -  S ~ w l y  I 

i A C C P  2,an I 

I 

Hazard Analysis and Critical Control Point 
(HACCP) Sp tems - Ongoing Requirements 43 S a i ~ t a r ~ ,  Cxeiat~o;.s 1 

: E Moi~tor~ng of M C C ?  oman I 
47 Erloloyee Yyg~ene I . - 

1 3  der!f~cattor and valclat~on 0' +iACSP plan I 

18 Condemnx  Drc3u;t Corrrol I 

'2  Corrrztlve ac:3-whe: tile S S 3 2 s  nave 'aiecl to p-eveit diez: I 

~ n d x t  cortarn~qattn oFaduterz:!on 

22 Correstive actton wrlttm 17 'ACCP plan I 

Part F - Inspection Requirements 21 iiemsessecadecluac\ o' tne -.%:a plan 

22 R e c o r s  ocsurne~ttng tne w r k r  L;ACC" olan, m n l t o . ~ ~  of the 49 ove in i r en :  S:a:f!ig 
c-rtsal c o i r o  9ln:s odes a n  :nes 3f  s?e;lf!z eve* cz~urremes. 1 

I 
38 Es;?s!!sWent Gromds anz 'est Control I 

1 
Part C - Economic I Wholesomeness 50 i j a ~ l y  n s x c t i u  Coveiage ~ 

23 ~ a k i l q c  - q o d ~ c t  Sranciaics 
5: Enfsrcemen: I 

24  Labdtng - Ne: \be~_cclts I 
25 Senera; LaSeitqg I 

52 dgmane ? a r d l t i ~  0 
I 

53 Antma Ioentl'lca:~or, 10 

Part D - Samphng 
1 1  

Gener~c E, COO Testing 54 Ante N o - t r r  1 1 s ~ c : i o r  0 





Facsimile Message 
To: Sally Stratmoen 

Company: FSlS 
Phone: (202) 720-3781 

Fax: (202) 690-4040 

From: ANDREW CUPIT, Veterinary Counsellor 
Company: Embassy of Australia, Washington DC 

Phone; (202) 797-3319 
Fax; (202) 793-3037 

e-mail: Andrew.Cupit @dfat.gov,au 

Date: 11 February 2004 
Pages Incl. cover: 9 

File No: 

SUBJECT: Australia: Response to Review Report. 

Dear Sally, 

Please find attached the reply from AQlS on the FSIS audit report of Australian 
meat inspection systems, 

Regards, Andrew. 



Australian Government 
A u d i p n  Quarantine and inspection &rvice 

.Ms Sally $ tratmoen 
D~rcctor 
Intcmational Equivalence Staff 
Ofice  of Inttirnat~ond Affairs 
United Statcs Dcpamnent of Agriculture 
Food Safety and Intpction Service 
WASHlNGTON D C 20230 

Dear Ms Stratmoen 

Thank you for your letter dated 1 Decemba 2003 derailing the outcome: of the FSlS audit of 
Plustralia's meat inspectinn system horn 23 April through 5 June 2003. 

I acknowledge that some of the issues raised in your letter regarding Sanitnti.on Sfandard Operating 
Procedures (SSOP) a11d Hazard Analysis nnd Critical Control Pnint (HACCP) systems have been 
raised in previous revjws. AQIS will continue to develop and irnplment progami to address 
these concerns to ensure Australian produc~ conforms to FSIS requirments. I can assure you that 
these issues will continue to taken seriously and a remedial sttotcgy has been developed to address 
the shortcomi~lgs identificd. The key component.s of  the strategy include: 

The development of a comprehensive training propm Ibr on-plant veta-harisns, which covers, 
intm aha, all facets US SSOP and HACCP systems. 1 expect ~mplcmentation u f  this training 
program to commence in March 2004. In addition AQIS has been consulbng with mdutry to 
ensure that there is a parallel and rquivalem training process for establishment personnel, hence 
facilitating improvement on a whole of industry basis. 

Increased mentoring of Area Technical Managers and more extensive utilisatian nf pdormance 
management to improve notional consistency in the management of all upwational systems, 
including SSOP and HACCP Rystems. The current role of the Senior Area Technical Mnnagers 
is being revised as part of the strategy- to increase mentoring and Improve consistency 

Enhancement of the Verification Unit. The Verificarion Unit was initially established in 2001. 
The role and activity levels of t h e  Unit are cumntly beins reviewed with a view to significantly 
strengthening its role as an auditing body indeptmdent from the Meat Inspection Prognm. 

In rrlation to the specific issues raised in your I c t t n ,  I would like to make Lhe following remarks. 

The draft final report raises some gcncral and ~pecific issucs in  relation to the! residue 
laboratories visited as part of the oudit. On the general issue of the use by laboratories of 
analytical metho& not approved by FSIS, this is addressed separately In the request fiom AQIS 
fur an equivalence review by FSIS of Australia's gystem for thc procuremenl of laboratoty 
smices sent in o submission provided to FSIS by the Australinn Embassy m Washington DC on 



5 Febnrary 2004, On the matters identified specific to each labontory visited, scparate 
individual responses are provided in the table at Attachment I .  

Microbiology Zahoratoty Audit 

Laboratories testing samples for the ESAM program npernte and abide by the principles of 
Good Laboratory Practices and are accredited to the relevanr International Standard, 
ISOIIEC 17025, The accreditation of labotatories for compliance to this standard in Austrah is 
undertaken by the National Association of Testing Authorities - Australia (NATA). NATA ir; 
an indqendcnt internationally recognised body that accredits laboratories in various discipIines 
in Australia and abroad. As the iasue raised by the FSIS auditor relates to  the laboratory 
prwedure, it will be taken up with NATA. 

- Notice of Intent to Delist Establishment 2346 

I note your acknowledgement of our letter of 9 July 2003 certifying that Establishment 2346 had 
wrrected all deficiencies and the correctivc actions were verified by AQIS officials. 

Establishment 790 

AQIS is mindful of FSIS's view that the situation at Establishment 790 is a drrect conflict of 
interest. Akhough we are not aware of any instances of professional miswnducr relating to the 
perceived conflict of intcrcst (or for any other reason), AQlS agrees that the contract veterinary 
officer used at Establishment 790 should relinquish production animal practice activiucs to 
remove the apparent conflict of interest. Should this not be possible thcn mother veturinary 
off~cer will be appointed. 

Additionally AQIS is reviewing i ts current standard contract for vcthinary officers to more 
clearly define what constitutes conflict of interest for contract staff. T h i s  should be wailable in 
March 2004. 

hn action plan which addresses all issues raiscd in thc audit report attached to your letter is tlt 
Attachment 2. 

In conclusion, J would like to once again thrulk you for rhe opportunity of responding to your audit 
report. AQIS takes the PSIS audit findings ~xtremcly seriously and is confident that the actions 
outlined in this letter and the ntteched action plan will deljvm zigniticant improvements to our 
program and m u r c  Austrdiwl product exported to the United States continues to meet PSIS 
requirements, 

Yours sincerely 



A T T A C H M E N T  1 

USDA FSJS Audit of NRS Contract Laborntorics 
hlbjf - J U ~ C  2003 

Au6trdJa.u Responge to Laboratow Spccific I w e s  Rained 1tt Flnal Draft FSIS Rcport Dated 3 October 
20n32n03 (see also Note 1) 

FSIS Reviewer: Rib Kishore 

I Laboratory / Is$ur rr 
/ audited 1 - Item 

td  In Find FSTS Rcpart 
FSIS Comment 

FSJS method nor med 

check ofsyxtcm rather 
than snalyat 

QC: manager a h  
rcvponsible for running 
method 

h c  gijjnaturer wcrc 
m i ~ i n g  00 repcat s m p l c  

NRS Rersponrv I 
issue in the NRS Equivalence 
Submiaaivn on laboreton. services 

the Inborntory ZlaE implmtnted 
arrangemunu to ensure ha;  mining 
records of etsff involucd in the unrlysis ' 
of check samplw lrre updated tn reflect 
their involvement and'puformancc US I 

evidence or ongning capabdity and 
competcncc 

sew arrangemenu implerncnled 
to c m r c  thar a sepnrale stcond QC 
m a g #  has oversight whcn fim QC 
rnltaoeer is i n ~ l v e d  in rhc mldyical 
procea~ - 

pmcedutea being roviscd to 
ensure that signdtutca are p r e s a ~  on 

entered in old bmb daring 
2002. Thc nunbcrs were 
catcrcd in the later bookh. 

shia I R  nddressed as n general 
issue in the h'RS Equivalence 
Submission On labvrdiory n m ' c e e  

tcuacyclinc atld NRS conrract Itthorntory for 
o~ylc~racyclinc wag Inw but ankmicrobiaIx in the rwdom 
thc viularion chcck $ampic monitoring p m u m  
was c)llorte~racyclina so the 
rewlts WCTC r p n c d  

check of s y s r a  rother - thr: laboretary hnr implemcntod 
than analy3r arrmgcmenu lo ensure that wining 

records of staff involved in thc mlya in  
of check aamplca arc updarcd to refl ecr 

/ their involvement and performance as 

1 evidmcc of on go in^ capability and 

i (25 :25 :50 ) ,  Ref. 1 I 



the file u7 th mainmining a list of smff 
correapondmg m e a  and signatures and iniriale ia not s specific 
s~gvatur&q vim nor avni[able NATA requirement but may k 

arangcrncnts to rnsurc that training 
m u r d s  of staff hvolvcd in thc d y j i e  
ul chcck samples arc updntbd to reflect 
thrir invol~cmcnr andperfomancs Q.? 

cvidcncc o f  ongoing capahiliry and 

cnlliut ha[ ptepnration of check 
conflict of intcrut sarnplee is lorally indcpcndcnt of 

cmcqamd.mg fiIc not I 
available (prcacn!), not kepc 

FSIS method used for 1 - 
pesticides but nul lor b- I 

sipaturm and inkale i e  not n spwific 
NATA tequiroment but may be 
impltmcn~cd by Laboratoriw at rhcu 
own discretion. Whilc mop[ 
labwatorieb haw limited brai f  in the 
r&vnnc wetion atd everyone can 
rccokaisc the fiigna~ure~ adfor initials, 
a lisr of nmm, signatam arld init~als 
of all  staff involved ill N R S  
pmgrmmes ha! been prcparcd nnd will 
bc appropriately mainuinod 

his  iti addrestd as a gencrd 
drue in h e  NRS F ~ u i v a l a  - 

agorlists and WXIDS. Also, 1 Submission an lahktary ~ c r v l c a  
m e  mehod (Hemon's) is 
u w d  for DES 

urine ia ufitd for rsc topmmc rt a taretr andyte in 
rac~opaminc, not liver abi used 
by FSIS 

a multi-rcxduc urltle crtrern for baa- 
agoalst (ch~buterol, c i r n a ~ m l  and 
salbuhmol) LO monitor for illegal we. 

( &F dm nore 2 below d l  a more 



3 
. . 

I I 1  - a) since urine L5 
analyaed for mc~opaminc, I 

I dm nor sure if thc 1hil 01 1 

delection corrczpondt to the 
to)ermce in liwr. Australia 
should provide the data. (U.S. 
mlnance in hogs - liver 0.15 
ppm and 0.05 ppm In mar.) 

b) For flunixin method, - f l du in  i~ part of a multmxiduc liver 
hero  ia no apprawd screen for NSAlDs with a method LOD of 
hydrolysis step. Australid 0.001 mgkg far p m l  fl~nixin in liver. 
should provide Lhc ratio of Scc also note 3 below for a more detailed 
percenr bourrd to the pcrccnt discufiion on firs i,wc 
unbuund flunixin to ewurc 
that the percent unbound 
mccte U,S, tol-cc 
requbenta. (0.125 ppnl 
chlgc liver and 0.025 mu() 

the check sample is n - chc Inborntory has impiamsnled 
chcck on sysrcm, not the arrangcmcnrs TO enrurv t h a ~  mining 
;loaly5t itcord6 of staff i u v o h d  in the arralyaia 

of chcck sample8 nre ypdatad ro reflecr 
their involvernenr and'paformance 
evidence of onguing capabiliry and 

sheet for b-egonisre method summary ahecr now incorporated in 
did not ma~ch rhe Wttcn melhod to e n s m  thal uniy one 
melhnd coiluolled copy is available 

(he working standard resolved, dl w o r k s  standard 
- book wos nor wqua t id ly  1 p r c p u a ~ i o ~  ue now recorded in 

num hered 1 $quendally numbnd loy: book 
log book of ~ignafures I - mainraiding a list of rtaK 

and corre!ipnding rimes is siprures md hiti& is nu( a specific 
not meintnined / NATA requiremat byt maybe 

iruplemcntcd by laboratorie~ at thcir 
own disc~et~on.  Wild moat 
Iabosatorierc havc limited smffid tho 

I I 1 method being per(mncd I 
Will POL affect b e  result. I 

1 rcicvent scctian and evmyons can 
rcccgnisc h c  signatma and/or initials, 
a list ofnnmes. sgnanrre$ and inirials 

CL - 
d c l b u n r ~  

7 F S I S  method not uscd 

of all  smff jnvolvcd in NRS 
programmen has ban prcpnred and will 
bc approprinrely maintainad 

- thin iwue will benddre~scd in the 
NRS Equivalence Submirvion on 
labarmry servicer -. 

15 i - tho check sample i s  Q 

chhk on ayfitcm, not the 
- thc laborawry h a  lmplemcnlcd 

~ g c m e n u  ro enwe that mining 
analyst 

! 
rccatds of srcrff involved in h e  d p i s  
of check samples rut updated to reflcct 
their involvmtnt and pcrfcrrrrancc as 
evidence of ongoing capilbiliry aitd 
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name and sieharure 
ccmsponding file iti not 
mainlaintd 

- --, 

mainraining a l i d :  of staff 
signsturrs and injtids i s  rint a spocjfic 
HATA requirement but may be 
implenlenkd by laboratories at their 
own discrerion. Whilc mosr 
Iaborarorics have limit& 6taff in the 
rclcvant section and evcryonc can  
recagni .~  the tiignatycs and/or initials, 
s lisl af nnuleb, signatum a d  iniliale 
or all staf5 involvcd in NRS 
prbgrmnles has been prepared and hill 
be appropriately mbjnbiocd 

References: 

1 Solvent degradation of cloxacillin in v i t r ~ ,  Tentative identification o f  dcgatlation produns using 
thermosprsy Ilquid chromatography-mass spcctrometty Tyczkowska et al.,  5. d Chromatography, 
594 (1 9?2), 195 - 201. 

Yore  I :  011 labomron'cs ware able to dernotutrate rhar [hey had a q d i ~  s y m m  in plurtce. hod qualiy 
ntanualr, srandurd upcmtingprocedur~~, methods manuals, were accredited m IS0  17025. hurl the 
appropriately qrcali/icd m d  experienced s(aIfinplace, l ~ u d  ~ruiningprograrnmes, had monthly 
infruluboruto~ check~umpl~  progrmn in place, had corre~tivt? uclion p v o t o c ~ ! ~  andpurlicipared in 
conlinuiny erferna/ (NKS) PT. 

~Vorc 2: The Audit reportJor AGAL Sydney raised rhe ure of urine as rhc rnarrix ro unu!yse.lw re~idues of 
rhe bcra-ogonis~, rucropamine, N '  currendy fries a multi-residue SCWC~I in urine m moniforjor illegal use 
ojbera-agoni.~a in foodpmducing animals, Rectopamihe currently has no re@stercd use in any fond animal 
.rpccies in Aur'fmlia. The dtlcisiom m add rocfopornine to the b e r ~  clgohi.~! screen in urine i.f consrhenr wiiA 
rhc purpose qfzhc screen to m~nitorfor ihe illegul u . z  of the befo-ogoni.vtc where uny dctccrion is 
.~l$r$carrf. 1n thc ah,wnce of any Icgul ~eforr -acropumim in Artstrnlia, yuanfflcatiok of res1due.7 01 a h  

frdihlt. matru is hard ro jurl15 when a vcgulorory s ludard (MRL) Jrasyot to he $el. U ~ c e  mcto~umine is 
rrgiflrred in Ausl~a l in  ond nn MRL is set by Food Slmdar& Arasrralia and New Zealnrld (FSAhZ,, 
considerolion will be given to  chunpin~ the larger mumx for ructoparnine LO liverfor the uppropriatc 
_rp ecies, 

Norj 3: The ..iuJif report for AGAL Sydney mixed the abxence of an acid hydvolysii step in rhe ewactian 
procedure wed in rkc ana&sfs oflunixin mvidues in liver. Ivhile the analytlcul u~llrod used nr the 
labururory does nor include an hydrolysis slep n r  ident$tid in rlre audit rep'purt, Ihc detection limit nf the  
mcfhod (LODJ is 0.001 mfi/kgjorflunixin per se. ?%is LOD rs low enough :hu bo able ro detect thc prtsarce 
nftlre free compound PI welf h l o w  rhc US loleruncr u/'O. 1 ZS nz,c$kg (liver) and the Awwaltan MRL n/O. 02 
n&kg (liver). )or a viala~ion of the USsrandurd 010.125 rng/kg to be missed by thc Australian Iahovatnry, 
rhe m i o  offiec 10 ~cidl~dYolysoble,finixin would mcd  tn he iri the oder  of1  ipr I25 (0.001/0,125), Since 
1 J11ly 2002 a /o td  q f J  139 beef: sheep pig, horse. deer unb rafifc liver sample.r h v e  been assaycdforor/ree 

Jlunisin in JWS residue monitorivgprogram~, wt'rhour a s inglc dcrwrion. Thr uD.\cncc of any detection in 
t h i ~  rturnhcr n/ramplesprovid~.r reassuring evidence to rrqporr the view thol f lundn mi.vrne is nor u 
problem in Ausfroliml ~iues~ockpvnduczion ut fhsprosent time. Cun~iderafion is beinpgi~en to the 
apprnpriarenus of /he errracrion p w c e d v r ~  irr thc A~.rrrafian m e d ~ d , f b r .  .ccracr~ingfor .?iSAlDs in liver. 



A T T A C H M E N T  2 

; FSJS Report Heading 
[ Government Oversight 

Sanitation md Contrbls 

AQIS Adion I Theframe 
T h e  contract veterinary officer 1 Februuy 2004 
used at Establishment 790 on King 
Tsland will either cease production 
animal practice actwit& or will be 1 1 
rcplaccd w irh another Veterinary i I - 

I oficcr 
> 

n e  currat c a r t ~ t ~  for / March 2004 
veterinarians is being r ewed  to 1 1 
more clearly define what 1 
constitutes conflict o f  interest for I 1 

SATM roles are currently under 
review to ensure the positions 
provide an effective mentoring role 
and contribute to the national 
consistmcy in the Meat- 
Most of thc issues of concern in 
both the SSOP's and Gmerdl 
Sanitation were constricted to a 
small number of establishments. 

To address this incomistency 
AQlS wll re-assess the US 
Essential Requirements, which are 
available to each export-registered / The ra-aapwnent and update 
establishment, via the Intcmet, to will bc conducted during March 
msure thcse requiremetits clwrly 2004 snd avail~blc to staff on 
ldcntify FSIS ~pprooch and plant in April 2004, 
:equirements, 
n addition, i t  is intended to conduct 1 Junc/Julv 2004 

1 re-frcshcr training for ATMs in 
' auditing skjlls so there i y  u more 
1 consistent approach to the 
assessment of SSOP's md general 
sanitation requiremenls on the 
establishment. 

1 
Re-assessment v f  the US Eshentid 1 
Requirements will occur as 
mentioned abovc and thc focus of 1 

1 I HACCP planning will be clexlly / The re-assessment and update 
, outlined in this document. 1 ~ 1 1 1  be conducted dunng March 

1 ShughterPro cessing 
I 

T h e  malysis indicates that there is 1 
variability in the implementation 
pmces,  which is consistent with 1 
the Verfication Unit findings. 1 



i I ' 2004 and available to staff on I 
I 1 In addition, there will be re-fresher 

- 
Enforccrnent Controls 

- 
Regarding the other two 
enforcement issues identified 
in  the draft report 

1. Condemned materiel not 
bcing denature properly, 
and 

2. At thc cold storage 
facility, one loaded truck 
ready to leave the 
premises appeared ta be 
un-secured 

training for ATMs in the 
development of the HACCP plan 
and how to effectively challenge 
the logic of its development. 

The most significant finding of thc 
enforcement control is the issue 
that AQIS Inspectors did not 
understand all of thc FSXS 
sanitatinn and HACCP 
requirements. These are beiug 
addressed through the program 
changes menriond above. 

Zn addition tu these chaiigts AQIS 
has undertaken a longer-tm 
smtegy that relates to 
implementation of a training 
program for On-Plant 
Veterjnarians integrating a 
perfotmance management program 
feeding into leaming agreements. 
The learning agrcmenm are 
xntrally assessed to ensure that 
raining needs are idatified and 
ae provided. where needed, on a 
mtional besis. 
4QlS will address rhc issues 
hrough a securiry usessment and 
itrategy development process 
mmtly  being undmaken. 

f necessary update the US 
:ssendal requirements to idcntify 
uitable denaturants in addition to 
hose specified in the EkfOs. 

plmt in April 2004. 

Due to  the spccializtd nature of 
this training it is aimed to have 
thjs training available in July 
2004 and completed by thc cnd 
of August 2004. I 

1 
To comnience this ~ tmtegy  1 
AQIS will be traini y ATMs in I 
the procedure o f  workplace 1 
osscssingdunng February and 
hlwch 2004, and will 
tornmczncr: thc process o l  
sssessingall on-plant 
vctminnry officers in June 
2004. ns will take a ptriod ol 
approximately founccn months. 

strategy will commence 
implenlmtation in early 2004 
md mntinne ensuring regular 
monthly assessments of part of 
rhe security requirements at 

I rnndorn nr determined by / AQIS. 
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